PATENT COOPERATION TREATY 



From the 

INTERNAHONAL PRELIMtNARY EXAMINtNG AUTHORITY 



To: 

FULLER, Grover FJr. 
PFtZER inc 

201 Tabor Road, Morris Plains, 
New Jersey 07850 

OCT 18 2005^ 


PCI 

NOTIFICATICW OF TRANSMITTAL OF 
■me INTERNATIONAL PRELHWINARY 
REPORT ON PATENTABILITY 

(PCT Rule 71,1) 


Date of mailteig 

(aayjfrmnthjfear) 11.1 0.20(B 


Applicant's or agenfs ft!e reference \P S 
PC25320A 


m — 1 

IMPORTANT NOTIFICATION 


InlemaBonat application No. 
PCT^B2004O03694 


intamalJcBial fllftig date (daytnonfftimat) 
08.11.2004 


Priority date (day/twnlh^ear) 
21.11.2003 



Appiicant 

PFIZER PRODUCTS INC. et at. 



1 . The applicarjt is hereby notifi^J that this Internallonai PreHminary Examining Authority transmits herewith the 
irrtemationat preliminary refXirt on patentability and its armexes, if any, established on the intematbnat 
application. 

2. A copy of ttie report and Its annexes, if any, is beW^ tr^mittsd to the international l^reeu for 
comiminlcation to aH tiie el«ited Offices. 



3. Where required by any of the elected Offices, the Intemational Bureau wiil prepare an Englisli translation of 
Uie report 0atA not of any annexes) arKi wiH transmit suc^ ti-^latbn to those Offices. 



4. REMINDER 

The applicant must enter the national pfiase before each elected Office by perfonning certain acts (filing 
translations and payir^ national fees} within 30 mortths from the priority date (or later in sonrte Oifices) 
{Article 39(1)) (see ateo the reminder sent by Vt\& lntemati(M>al Bureau with Form PCT/iaQOI ). 

Where a translation of the internationat applicadon must be furnished to an elected Office, that translation 
must contain a translation of any annexes to the Internationa! prdiminary report on patentability, it is the 
applicant's responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the appHcable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicant's Guide. 

The applicant's attention is drawn to Article 33(5), which provides that the criteria of novelty, inventive step 
and industrial ^licability described in Article 33(2) to (4) mer^y serve the purposes of international 
preliminary examhiation and that 'my Contractkig Slate may apply additional ordiffwent oiteria for the 
putposes of deciding vt^ether, in that State, the claimed invenliorts is pat^abie or not (see also Article 
27(5)). Such additional criteria may r^ate, for examjMe. to exemptions from fMitwrt^Htty, ret^irements for 
enatiling dbclosure, clarity and suji^rt for the claims. 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter II of the Patent Cooperation Treaty) 

(PCT Article 36 and Rule 70) 



Applicants or agenf s IHe reference 
PC25320A 



FOR FURTHER ACTION 



Sae Form PCT^PEAj5I16 



International applc^n No. 
PCT/IB2004jD03694 



i international flirhg date ^^^on»vi«ta/5 
! 08.11.2004 



Pfloriiy dale (d3y4nonth^ear) 
21.11.2003 



Intemaflonal Patent Clas^fication (IPC) or national 
A61K39S9, A61P37XM, A61P31/04 



Applicant 

PFIZER PRODUCTS INC. et ai. 



Tttts report is the international preliminary examination report, estabfehed by ft»is International Preflminary Examining 
Authority under Article 35 and transmitted to the applicant accordhig to Article 36. 
This REPORT cofvsists of a total of 7 sheets, including this cover sheet. 
This report is also accompanied by ANNEXES, compriswjg: 

a. □ S0nt to the applicant and to the International Bureau) a total of sheets, as follows: 

□ sheets of the description, clain^s ancU>r drawings which have been amended and are the basis of Uiis report 
andfor sheets containing rectifications authorized by this Auttiority (see Rule 70,16 and Section 607 of the 
Administrative Instnjctions). 

□ sheets which supersede earlier fMwets, bHtt which this Airthorlty ooraldefs cor^ain art am«KimOTt that goes 
beyond the disclosure in the interrtationaJ application as filed, as liKlk^ed In Ham 4 of Box No. I and the 
Supplemental Box. 

b. □ (sent to tf» Intemaiionat Bunaau only) a total of (incNcate type and number of elecbt>nlc carrteits}) , contaMng a 

sequence listing andtot laNea related thereto, in compulsr readable form only, as incift»tsd in ttie Supplementa) 
Box Rel«Mng to Sequence Liaflng (am Sactlon 802 of the Adnrtinistrathra fnstnicHons). 



4. This report contains indicallons relating to the follow^ lt( 



m 


Box No. 1 


a 


Box No, 11 




Box No. ill 


□ 


BoxNo.tV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 




Box No. Vtll 



Basis of ttiaopli^ 
Priority 

Non-estabUshment of opinion with regard to noveHy, inventive ^ep and inchietrial applicatNiity 
Lack of unity of Invention 

Reasoned statement unOm Article 35(2} wMh regard to nov^ty, inventive step or Industrial 
i OKI explanations supporting such staitsment 



Date of sutxnlsj^ of the demand 



Dale of completion of Ifiis report 
11.10.2005 
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AtiKiorized Officer 
Ranldn, ft 

r^epfwne No. +31 70 340- 
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INTERNATIONAL PRELIMINARY REPORT 
ON PATENTABIUTY 



International application No. 
PCT^B2004^)03694 



Box No. I Basis of Uie report 



1 . With regard to the language, this report is bas«J on the international af^lication in ttie ter^age in wdhich ft was 
filed, unless otiierwise indicated uiKler this item. 

□ This report is Ijasod on translations frwn the original language into the following language , 
which is the language of a translation hjrrtehed for the puipoe^s of: 
O intematkjfB* search (under Rtries 12.3 and 23.1(b)) 

□ piAtlcaton of the international application (undw Rule 12.4) 

□ InternatiOTi^ preBminary examination (under Rules 55.2 and*w 55.3) 

2. With regard to the elements* of the international appticati<x), this report is based on (replacement sheets w/mc/j 
have been lumkhed to the rec&ving Otnca in respond to an inwtatk») under Artide 14 are reined tointNs 
report as 'orispnally filed' and are not annexed to th^ repwt): 



EMsoriptton, l^ges 
1-38 

(^alms, Numbers 

1-18 

Drawings, Sheets 
1-2 



asorl^n^tyfHed 
as originally filed 
as ongimdty filed 



□ a sequence listing andbr any related tabte{s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the carwellation of: 

□ the description, pages 

□ the claims, Nos, 

□ the drawings, sheetafigs 

□ the sequence listing (specify): 

□ any tabte(s) related to sequence listing (specify): 

4. □ This report has been established as If (some of) tiie amendments annexed to this report and listed below 
had not been made, since they have been conadered to go beyond the cHsdosure as filed, as indicate in the 
Supplemental Box (Rule 70.2(o)). 

□ the description, pages 

□ the cteiims, Ho&. 

□ tl^ drawings, sheetstfige 

□ the sequence listing (specify}: 

□ any table(s) r^ted to sequence Itsfing (speedy. 

* If item 4 applies, same or all of these sheets may bet marked "Buperseded. ' 



Form PCT4PEA/409 (January 2004) 



INTERNATIONAL PRELIMINARY REPORT 
ON PATENTABILITY 



International application No, 
PCTj!B2004X)03694 



Box No. ni Non-estabSishment of opinion wnth regard to novelty, Inventive step and industrisi 
appilcebiltty 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industriaily applicable have not bsffli examined in respect of: 

□ the entire internafionai application. 
El claims Nos. 14-17 

because: 

S the said International aj^ication, or tl^ said cteims Nos. 14-17 (Partial^, for reasons of inchjstrial 
applicability) relate to the foltowing subject matter which does not recpjire an international preliminary 
examtfiaton (specify): 

separata shMt 

□ the description, claims or drawings (indicate particular efements betow) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specifyy. 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no interna^onal ^rch report has been estabUshed for the said claims Nos. 

O the nucleotide andAtf amino ackf sequence Hstbig dom not compfy vwth the standard provided for in Annex 
C of the Admmietrative insf ructions in that: 

the written form □ has not been fumished 

O does not amply with the standard 

the computer readable form □ has not been furnished 

O does not comply witti the stendani 

□ the teijEes related to the nucleotide aidAjr amino acid sequence Kst^g, If in computer read^ta form only, do 
not comply vM\ the technical requirements provided for in Annex C-6fe of Uie Mministratrve Instructions. 

□ See separate sheet for further details 
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Sox No. V R«a8omd statement under ^iele 3S{2) with regard to novelty, hwentlve step or Industrial 
appUoabHHy; cftations and eaqplanations suppofiing euch 9tetem«nt 

1. Statemeni 

Novelty (N) Yes: Cfaims 6-13,17,18 

No: Claims 1-5, 14-16 

Invenliv© step (IS) Yes: Claims 

No: ClBums 1-18 

Industrial ^ticabiltly OA) Yes: Cl^ms l-t3. 18 

No: Claims 14-17 



2. Citations and explanatbns (Rule 70,7): 
see separate sheet 



Box No. Vl» Certain observations on the intemaaonal i^lication 

The iollowing diaervations the cbrtty of the claims, ctescriplion, and drawings or on the question whether the 
clsurr^ are ^lly supported by the de^ption, are made: 

»eft^rate sheet 
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Non-establishment of opinion with regard to novetty, inventive step and Industrial 
applicability 

Claims 14-17 relate to subject matter consictered by this Authority to be covered by the 
provisions of Rule 67.1 (rv) PCT. Consequently, no opinion m\\ be formulated witti respect 
to the Industrial applicability of the subject matter of these claims (Article 34(4)(a)<i) PCT) 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial appticability; 
citations and explanations supporting such statement 

5.1 For the assessment of the present claims 14-17 on the question whether they are 
hdustrially apf^icable, no unified criteria exist within the PCT Contracting States. The 
pat^tablRty c£ui also be dependent upontiie fomiulation of the claims. The EPO, for 
example, does not recognise as industrially applicable the subject matter of claims to the 
use of a compound in medical treatment, but may allow, however, the use of such a 
compound for the manufacture of a medicament for a new medicsU treatment. 

5.2 Cited Documents 

Reference is made to the following documents: 

D1: SATO YUKIO ET AL: "Adjuvant effect of a 14-member macrolide antibiotic on DNA 

vaccine* CELLULAR IMMUNOLOGY, vol. 197, no. 2, 1 November 1999 (1999-11- 

01), pages 145-150. XP002316892 ISSN: 0008-8749 
D2: TOMASIC JELKA ET AL: "The effect of cefcKJizime and related compounds on 

humoral immune response in rabbits" ACTA PHARMACEUTtCA (ZAGREB), vol. 44, 

no. 2, 1994, pages 109-116, XP008042733 ISSN: 0354-2971 
D3: WOO PATRICK C Y ET AL: "Antibiotics modulate vaccine-induced humoral immune 

response" CLINICAL AND DIAGNOSTIC LABORATORY IMMUNOLOGY, vol. 6, no. 

6, November 1999 (1999-11). pages 832-837, XP0023t6893 ISSN: 1071 -41 2X 
04: YANG D ET AL: "M^mallan defensins in immunity: more than just microbicidal" 

TRENDS IN IMMUNOLOGY, ELSEVIER, CAMBRIDGE, GB. vol. 23, no. 6, 1 June 

2002 (2002-06-01), pages 291-296, XP004365772 ISSN: 1471-4906 
D5: CONFER A W ET AL: "Immunogenicity of recombinant Mannheimia haemolytica 

serotype 1 outer membrane protein PfpE and augmentation of a commercial vaccine" 

VACCINE, BUTTERWORTH SCIENTIFIC- GUILDFORD, GB, vol. 21, no. 21-22, 20 
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June 2003 (2003-06-20), pages 2821-2829, XP004429680 

5.3 Novelty 

The present applteation does not meet the criteria of Article 33(1) PCT, because the 
subject-matter of claims 1-5, 14-1 6 rs not new in the sense of Article 33(2) PCT. 

5.4 D1 discloses the adjuvant effect of erythromycin on immune responses elicited by a 
DNA vaccine (cf the whole document). Consequently, ttie subject matter of claims 1 -5 and 
1 4-1 6 is not novel with regard to D1 . 

5.5 D2 discbses the adjuvant effect of cefodizime <m adaptive immune responses to an 
exogenous antigen in rat^its (cf the whole document). C(»isequently, the subject matter of 
claims 1-5 and 14-16 is not novel with regard to D2 

5.6 D3 discloses the adjuvant activity of various antibiotics on antigen specific immune 
responses (cf the whole document). Consequently, the subject matter of claims 1-5 and 
14-16 is not novel with regard to D3. 

6.7 D4 discloses the immunological activity and adjuvant effects of defensins, a class of 
anti-microbial compounds (see in particular p 293, right-hand column). Consequently, the 
subject matter of claims 1-4 and 14-16 is not novel with regard to D4. 

5.8 The subject matter of clahns 6-1 3, 1 7 aid 1 8 Is nov^ with regard to the prior art. 

5.9 Inventive Step 

The present application does not meet the criteria of Article 33(1 ) PCT, because the 
sub^cA-matter of claims 6-13, 17 and 18 does not involve m inventive st^ In the sense of 
Article 33(3) PCT. 

5.10 The closest prior art to claim 6 is D5 which discloses the a sufcunit vaccine containing 
an antigen from M, Haemolyttca (cf the abstract). 

6.1 1 The difference between claim 6 and D5 is that in claim 6 the adjuvant used is an 
antibiotic. 



Form PCTS^arata avaeV409 (Sheet 2) (EPO-January 2004) 



INTERNATIONAL PRELIMINARY 
REPORT ON PATENTABILITY 
(SEPARATE SHEET) 



International application No. 
PCT/tB2004/003694 



5.1 2 The problem to be solved is therefore to pfx)vide an alternate adjuvant for an M. 
Haemolytica vaccine. 

5.13 Claim 6 solves tihis problem but carmot be considered inventive in light of the prior 
art. D1 discloses the use of the maaotide erythromycin as a vaccine adjuvant and hence 
ftie stalled person would con^der It t^vious to employ such a molecule as an adjuvant in a 
vaccine. Claim 6 cannot therefore be considered inventive (Article 33{3) PCT). 

5.14 Claims 7-13 do not contain any features w^ich, in combination vwth the features of 
any claim to which they refer, meet the requirements of the PCT in respect of Inventive 
step since they merely represent straightfonward possibilifies from whi<^ the skilled person 
would select, in accordance with circumstances, without Uie exercise of inventive ^H, in 
order to solve the problem posed (Article 33(3) PCT). 

Re Item VIM 

Certain obs»vations on the Intemattoruil application 

8.1 Claim 6 does not meet the requirements of Article 6 PCT becai^e the scope of the 
claim is rendered unclear by use of the non-limiting temi "sudi as". 

8.2 Claims 1 5 and 16 do not meet the requirem^s of Article 6 PCT because the scope 
of said claims have been rendered unclear by the use of the phrase "..selected from the 

agents described herein", thus the skilled person is left in doubt as to the nature of the 

daimed sirfjjecl matter. 
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